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§860.93

(5) In the case of a recommendation
for classification into class II or class
III, to the extent practicable, a rec-
ommendation for the assignment to
the device of a priority for the applica-
tion of a performance standard or a
premarket approval requirement;

(6) In the case of a recommendation
for classification of an implant or a
life-supporting or life-sustaining device
into class I or class II, a statement of
why premarket approval is not nec-
essary to provide reasonable assurance
of the safety and effectiveness of the
device, accompanied by references to
supporting documentation and data
satisfying the requirements of §860.7,
and an identification of the risks to
health, if any, presented by the device.

(e) A panel recommendation is re-
garded as preliminary until the Com-
missioner has reviewed it, discussed it
with the panel if appropriate, and pub-
lished a proposed regulation classifying
the device. Preliminary panel rec-
ommendations are filed in the Division
of Dockets Management’s office upon
receipt and are available to the public
upon request.

(f) The Commissioner publishes the
panel’s recommendation in the FED-
ERAL REGISTER, together with a pro-
posed regulation classifying the device,
and other devices of that generic type,
and provides interested persons an op-
portunity to submit comments on the
recommendation and proposed regula-
tion.

(g) The Commissioner reviews the
comments and issues a final regulation
classifying the device and other devices
of that generic type. The regulation
will:

(1) If classifying the device into class
I, prescribe which, if any, of the re-
quirements of sections 510, 519, and
520(f) of the act will not apply to the
device and state the reasons for mak-
ing the requirements inapplicable, in
accordance with §860.95;

(2) If classifying the device into class
IT or class III, at the discretion of the
Commissioner, establish priorities for
the application to the device of a per-
formance standard or a premarket ap-
proval requirement;
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(3) If classifying an implant, or life-
supporting or life-sustaining device,
comply with §860.93(b).

[43 FR 32993, July 28, 1978, as amended at 57
FR 58404, Dec. 10, 1992; 64 FR 404, Jan. 5, 1999]

§860.93 Classification of implants, life-
supporting or life-sustaining de-
vices.

(a) The classification panel will rec-
ommend classification into class III of
any implant or life-supporting or life-
sustaining device unless the panel de-
termines that such classification is not
necessary to provide reasonable assur-
ance of the safety and effectiveness of
the device. If the panel recommends
classification or reclassification of
such a device into a class other than
class III, it shall set forth in its rec-
ommendation the reasons for so doing
together with references to supporting
documentation and data satisfying the
requirements of §860.7, and an identi-
fication of the risks to health, if any,
presented by the device.

(b) The Commissioner will classify an
implant or life-supporting or life-sus-
taining device into class III unless the
Commissioner determines that such
classification is not necessary to pro-
vide reasonable assurance of the safety
and effectiveness of the device. If the
Commissioner proposes to classify or
reclassify such a device into a class
other than class III, the regulation or
order effecting such classification or
reclassification will be accompanied by
a full statement of the reasons for so
doing. A statement of the reasons for
not classifying or retaining the device
in class IIT may be in the form of con-
currence with the reasons for the rec-
ommendation of the classification
panel, together with supporting docu-
mentation and data satisfying the re-
quirements of §860.7 and an identifica-
tion of the risks to health, if any, pre-
sented by the device.

§860.95 Exemptions from sections 510,
519, and 520(f) of the act.

(a) A panel recommendation to the
Commissioner that a device be classi-
fied or reclassified into class I will in-
clude a recommendation as to whether
the device should be exempted from
some or all of the requirements of one
or more of the following sections of the
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